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- The MAIUNG DATE of this communictsUon appears on the cov^sh^t with the corf0sponfg$nc^ aMr^ss - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 2 MONTH(S) OR THIRTY (30) DAYS.. 

WHICHEVER IS LONGER. FROM THE MAIUNG DATE OF THIS COMMUNICATION. 

• B(teT>sron9Qf iimamay be»raQatteUMtermeprovfetonsof97 CFR i.i3e{a). h no event, however, may a reply be ttmdy filed 
after SIX (6) MONTHS from me malUng date of tnis communtotJon, 

- If NO p&t^od ibr reply Is specified ebove, the mmmvrn stoftitory period will apply and wn exptra six (6) months from th6 maifng <^ or tftifi dommimieaiion. 

- Faiturs to repvwtthin the set or extended penod for reply will. iTysUti^^ (35 U.$.C. § 133). 
Any reply recelVBd by the Office taterthan three montHs after Qie maaSnq date or m oommtmicaiion, even if umeiy fUed, may reduce any 
eamadpatftAttermadjustniML See37CFRl.704<b). 

Status 

1)ISI Responsive Id communication(s) filed on 05 June 2006. 
2a)D This action h FINAL. 2b)I^ This action is non-final. 

3)D Since this application Is in condition for allowance except for formal matters, prosecution as to the merits Is 
dosed In accordance with ^e practice under Br pa/te QuayiB, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

Claim(s} J:£ is/^re pending in the appiication. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Clalm{s) isAare allowed. 

6) 13 Claim (s) li8 tsfare rejected. 
?)□ Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) n The speclficat'on Is objected to by the Examiner. 

10)Q The drawing(s> filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(8) be held In abeyance. See 37 CFR 1 ^5(a}. 

Replacement drawing sheet(s) including the correction is required if the drawfng(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12}D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)a All b)a Some * c)^ None of. 

1 Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application fram the International Bureau (PCT Rule 17.2(a)). 
* See ttie attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of R^f^nces Cited <PTO-892) 

2) □ Notice of Draflsperson's latent Drawing Reyiow CPTO-94a) 

3) □ infomiahon Dtsclosufo Statemeiit($) (PTO-1449 or PTO/S»Oe) 

Paper No(syMall Date . 



4) O Inten/iew Summary (PTOSIS) 

Paper No(s)/Mail Dale. . 

5) [D Notice of Informal Patent Application (PTO-152) 
6>nOther , 



us. P»ttni end Tfsd6i»ia^ QHitt 
PTOL-326 (Rev. 7-05) 
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Art Unit: 3763 

DETAILED ACTION 
Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The spedficafion shall conclude with one or more claims particularly pointing out and distinctly 
claiming the eubject matter which the applicant regards as his invention. 

Claims 1 recites the limitation "the distal and the proximal region thereof in lines 

5 and 6. There is Insufficient antecedent basis for this limitation in the claim. 

Additionally, the examiner objects to the preamble of this claim in view of the lack of 

temninology like comprising, including, or consisting, etc.. linking the preamble with the 

body of the claim. 

Claim 4 recites the limitation "the drugs or cells " in line 8. There is insufficient 
antecedent basis for this limitation in the claim. Please note that the term in question is 
only disclosed in the functional phrase 'tor administering a drug or cells' located in the 
preamble of claim 4. There is no positive disclosure of the phrase "for administering a 
drug or cells". 

Claim 7 recites the limitation "the distal and proximal region of the target 
diseased area" in line 5. There is insufficient antecedent basis for this limitation in the 
dalm. 

In view of the above Section 112 problems, the examiner will maintain the 
rejections presented in the Office Action dated July 13, 2005. Since this application 
claims priority to a Japanese Patent, the examiner requests that applicant review each 
and every pending claim to ensure that the claim language in the pending claims 
confbnns to U.S. Patent and Trademark Office practice. 
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aaim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless * 

(b) the mvenlion was patented or descnbed in a printed publication in this or a foreign country or in public 
use or on sale in this oountiy, more than one year prior to the date of application for patent In the United 
states. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed In the United States befbre the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invenlon by the 
applicant fbr patent except that an International application filed under the treaty defined In section 
351(a) shall have the effects fbr purposes of this subsection of an application filed in the United States 
only rf the international application designated the United States and was published under Article 21(2) 
of such treaty in the Engfish language. 

(e) the invention was described In a patent granted on an application tor patent by another filed in the 
United States before the inventron thereof by the appRcant for patent, or on an International appllcaiion 
by another who has fulfaied the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the Invention thereof by the applicant for patent 

The changes made to 35 U.S.C. 102(e) by the Anrierican Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the refierence is detemiined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)>. 

Claims land 2 are rejected under 35 U.S.C. 1020^) as being anticipated by 
Wright. 
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The Wright patent shows in figure 3, a balloon catheter having a plurality of 
lumens comprising an infUsion lumen having a hole communicating with the outside of 
the catheter body between two balloons, balloon lumens to control expansion of the 
balloons, a bypass lumen, and a guidewire lumen. Based on the structural 
characteristics of the apparatus disclosed by Wright, all the tiinctlonal limitations 
disclosed in claim 1 are considered inherent 

Claim Re/eetrons - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this OfRce action: 

(a) A patent may not be Obtained though the invention is not identically disclosed or described as set 
forth [n section 1 02 of this title, if the differences between the subiject matter sought to be patented and 
the prior art are such that the sut]ject matter as a Whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which 0ie invention was made. 

Claim 3-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Wright in view of Afzal. Bresnaham et al., and Maooviak et al. The Wright patent does 

not expressly disclose the use of the balloon catheter in diseased areas comprising 

cardiac muscle tissue. However, the use of balloon catheters having a bypass lumen in 
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cardiac appfications is conventional in the art as evidenced by the teachings of Afzal, 
Bresnaham et al., and Macoviak et al. These patents disclose balloon catheters 
having two balloons and a bypass lumen. Accordingly, for a person of ordinary skill in 
the art, modi'lying the catheter disclosed by Wright so that it can be used in areas of the 
heart would have been considered obvious in view of the conventionality of this 
particular intended use. 

Any inquiry conceming this communication or earlier communications from 0ie 
examiner should be directed to Manuel Mendez whose telephone number is 703-272- 
4977. The examiner can nomnally be reached on 0730-1800 hrs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr, Nicholas D. Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization vrtiere this application or proceeding is assigned is 571- 
273-8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Infomnation Retrieval (PAIR) system. Steitus infonnation for 
published applications may be obtained frc»n either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about Uie PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toil-free). If you would tike assistance from a 
USPTO Customer Service Representative or access to the automated infonnation 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1000. 
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